


AstraZeneca
Composition
Lidocaine Prilocaine D¢
Document No. P103251

Gel 5% Cartridges 1.7 g

EXHIBIT 4
COMPOSITION
Ingredient Quantity Function Standard
Lidocaine 25 mg Active ingredient; local | Reference to NDA 19-
anesthetic compound 941 for EMLA
Prilocaine 25 mg Active ingredient; local | Reference to NDA 19-
anesthetic compound 941 for EMLA
Poloxamer 188 55 mg Surfactant and AstraZeneca,
Purified viscosity controlling P104137-1.0
agent
Poloxamer 407 155 mg Surfactant and AsuaZeneca,
Purified viscosity controlling P104138-10
agent
Hydrochloric acid q.s. : pH adjusting agent Ph Eur, NF
Water Purified to 1000 mg Solvent Ph Eur, USP

Note: None of the product componeats are of animal origin.
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